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September 15, 2000

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 C Street SW

Washington, DC 20204

To the Food and Drug Administration:
. , )
Re:  Notification of Structure/Function Claims for a Dietary Supplement \n
: et
Pursuant to section 403(r)(6) for the Federal Food, Drug, and Cosmetic Act (FDC ATH),

21.U.S.C. § 343 (r)(6), Central Soya Company, Inc. hereby notifies the Food and Dry
Administration that it has included the following statements on the label and/or in th

~ labeling of a dietary ingredient that it manufactures and markets as a dietary supplemgr_slt
__product.

The following information is provided:
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1. The name and address of the manufacturer and distributor of the dietary supplemegs

is as follows: Central Soya Company Inc., 1946 West Cook Road, Fort Wayne, I
46818.

2. The text of the statements being made is as follows:
“For mild memory problems associated with aging.”
“Helps mild memory problems associated with aging.”
“Benefits mild memory problems associated with aging.”

The dietary ingredient that is the subject of the statements is soy refined lecithin.

The name of the dietary supplements on whosg label, or in whose labeling, the
statements appear are Centrolex® and CST 35"

Pursuant to FDA regulations concerning “notification procedures for certain types of
statements on dietary supplements,” 21 C.F.R. § 101.93, I certify that, to the best of my

L 5592

MONTEDISON
GROUP

75 Ot 2



knowledge and in my opinion, the information contained in this notice is complete and
accurate, and that Central Soya Company Inc. has substantiation that the statements are
truthful and not misleading.

Please contact us if you should have any questions regarding the above information.
Sincerely,

Gregory L. Paul, Ph.D.
Director of Nutrition Science
Central Soya Company Inc.



